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What is claimed is: 

1. A composition comprising, successively: 

(a) a core (1) consisting of a water- swellable material; 

(b) a layer (2) of an elastic material that allows water 
to pass and is insoluble in water; 

(c) a layer (3) containing at least one active 
ingredient; and 

(d) a layer (4) of a material that is water-permeable in 
a predetermined aqueous medium, wherein said layer (4) is 
capable of rupturing under the effect of expansion of 
said core (1) . 

2. The composition of claim 1, wherein said core (1) is 
capable of exhibiting a volume expansion of from about 50 
to about 700%. 

3. The composition of claim 1, wherein said core (1) is 
capable of exhibiting a volume expansion of from about 
100 to about 500%. 



4. The composition of claim 1, wherein said core (1) 
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weighs from about 30 to about 90% of the total weight of 
said composition, said elastic material of layer (2) 
weighs from about 1 to about 6% of the total weight of 
said composition, said layer (3) containing at least one 
active ingredient weights from about 1 to about 60% of 
the total weight of said composition, and said material 
of layer (4) weighs from about 3 to about 15% of the 
total weight of said composition. 

5. The composition of claim 1, wherein said core (1) 
weighs from about 50 to about 70% of the total weight of 
said composition, said elastic material of layer (2) 
weighs from about 2 to about 4% of the total weight of 
said composition, said layer (3) containing at least one 
active ingredient weighs from about 10 to about 50% of 
the total weight of said composition, and said material 
of layer (4) weighs from about 5 to about 9% of the total 
weight of said composition. 

6. The composition of claim 1, wherein said material of 
layer (4) comprises a polymeric material that is soluble 
in said predetermined aqueous medium, wherein said 
predetermined aqueous medium has a pH of from about 6 to 
about 8 . 

7. The composition of claim 1, wherein said material of 
layer (4) comprises a polymer material that is soluble in 
said predetermined aqueous medium, wherein said 
predetermined aqueous medium has a pH of from about 6.8 
to about 8 . 

8. The composition of claim 1, wherein said material of 
layer (4) is a gastro-resistant and entero- soluble 
material . 

9. The composition of claim 1, wherein said layer (3) 
comprises from about 5 to about 100 mg of active 
ingredient . 

10. A composition comprising, successively: 

(a) a core (1) consisting of a water- swellable material; 

(b) a layer (2) of an elastic material that allows water 
to pass and is insoluble in water; 
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(c) a layer (3) comprising prednisolone or a 
pharmaceutically-acceptable derivative thereof; and 

(d) a layer (4) of a material that is water-permeable in 
a predetermined aqueous medium, wherein said layer (4) is 
capable of rupturing under the effect of expansion of 
said core (1) . 

11, The composition of claim 10, wherein said core (1) is 
capable of exhibiting a volume expansion of from about 50 
to about 700%. 



12. The composition of claim 10, wherein said core (1) is 
capable of exhibiting a volume expansion of from about 
100 to about 500%. 

13. The composition of claim 10, wherein said core (1) 
weighs from about 3 0 to about 90% of the total weight of 
said composition, said elastic material of layer (2) 
weighs from about 1 to about 6% of the total weight of 
said composition, said layer (3) comprising prednisolone 
or a pharmaceutically-acceptable derivative thereof 
weighs from about 1 to about 60% of the total weight of 
said composition, and said material of layer (4) weighs 
from about 3 to about 15% of the total weight of said 
composition. 

14. The composition of claim 10, wherein said core (1) 
weighs from about 50 to about 70% of the total weight of 
said composition, said elastic material of layer (2) 
weighs from about 2 to about 4% of the total weight of 
said composition, said layer (3) comprising prednisolone 
or a pharmaceutically-acceptable derivative thereof 
weighs from about 10 to about 50% of the total weight of 
said composition, and said material of layer (4) weighs 
from about 5 to about 9% of the total weight of said 
composition. 

15. The composition of claim 10, wherein said material of 
layer (4) comprises a polymeric material that is soluble 
in said predetermined aqueous medium, wherein said 
predetermined aqueous medium has a pH of from about 6 to 
about 8 . 



16. The composition of claim 10, wherein said material of 
layer (4) comprises a polymer material that is soluble in 
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said predetermined aqueous medium, wherein said 
predetermined aqueous medium has a pH of from about 6 . 8 
to about 8 . 

17. The composition of claim 10, wherein said material of 
layer (4) is a gastro-resistant and entero- soluble 
material • 

18. The composition of claim 10; wherein said layer (3) 
comprises from about 5 to about 100 mg of prednisolone or 
a pharmaceutical ly- acceptable derivative thereof. 

19. A composition comprising, successively: 

(a) a core (1) consisting of a water-swellable material, 
said core weighing from about 3 0 to about 90% of the 
total weight of said composition, and said core is 
capable of exhibiting a volume expansion of from about 
100 to about 500%; 

(b) a layer (2) of a water permeable elastic material 
that is insoluble in water, said layer (2) weighing from 
about 1 to about 6% of the total weight of said 
composition; 

(c) a layer (3) comprising prednisolone or a 
pharmaceutically-acceptable derivative thereof, said 
layer (3) weighing from about 1 to about 60% of the total 
weight of said composition; and 

(d) a layer (4) of a material that is water-permeable in 
a predetermined aqueous medium, said layer (4) weighing 
from about 3 to about 15% of the total weight of said 
composition, wherein said layer (4) is capable of 
rupturing under ^the effect of expansion of said core (1) , 
and wherein said material of layer (4) is soluble in said 
predetermined aqueous medium, wherein said predetermined 
aqueous medium has a pH of from about 6 to about 8 . 

20. A method for treating diseases of the colon 
comprising the step of administering a composition 
according to claim 1. 

21. A method for treating diseases of the colon 
comprising the step of administering a composition 
according to claim 19. 
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22, A method for treating diseases of the colon 
comprising the step of administering a composition 
according to claim 19. 
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ART-UNIT: 165 

PRIMARY-EXAMINER: Page; Thurman K. 
ASSISTANT-EXAMINER: Shelbome; Kathryne E. 

ABSTRACT: 

A composition that ensures selective release of an active ingredient at a given site, and in particular, a pharmaceutical 
composition enabling selective release of an active ingredient to be obtained at a target organ. The coti^osition is intended 
for oral administration, providing selective release of its active ingredient in the colon. 

22 Claims, 2 Drawing figures 



